Serial No. 10/816,407 

Amendment dated May 31, 2005 

Response to Office Action dated November 30, 2004 



Amendments to the Claims 

1 . (currently amended) A method of treating parkinsons Parkinsons disease in a patient 
comprising administering a therapeutic amount of a b e nzotropine, p e rgolide, ropinerol e , anamtadin e or 
d e pr e nyl drug condensation aerosol to the patient by inhalation , 

wherein the drug is selected from the group consisting of benzotropine, pergolide, ropinerole, 
amantadine and deprenyl, and 

wherein the condensation aerosol is formed by heating a thin layer containing the drug, on a solid 
support, to produce a vapor of the drug, and condensing the vapor to form a condensation aerosol 
characterized by less than 10% drug degradation products by weight, and having an MMAD of less than 
3 )im and l e ss than 5% b e nzotropin e , p e rgolid e , ropin e rol e , anamtadin e or d e pr e nyl d e gradation products, 
to a pati e nt by inhalation, upon activation by th e pati e nt of th e formation of, and d e liv e ry of, th e 
cond e nsation a e rosol 5 microns . 

2. (currently amended) The method ef according to claim 1, wh e r e in s aid cond e nsation 
a e rosol is form e d by 

ft: volatilizing benzotropin e , p e rgolid e , ropin e rol e , anamtadin e or d e pr e nyl und e r conditions 

e ff e ctiv e to produc e a h e at e d vapor of th e b e nzotropin e , pergolid e , ropin e rol e , anamtadine or d e prenyl, 

U11U 

b-. cond e n s ing th e h e at e d vapor of th e b e nzotropin e , p e rgolid e , ropin e rol e , anamtadin e or 

d e pr e nyl to form cond e nsation a e rosol particles wherein the condensation aerosol is characterized by an 
MMAD of less than 3 microns . 

3. (original) The method according to claim 1, wherein the condensation aerosol is formed 
at a rate greater than 0.5 mg/second. 

4. (currently amended) The method according to claim + 27, wherein said the therapeutic 
amount of benzotropine condensation aerosol comprises between 0.1 mg and 4.mg of benzotropine 
delivered in a single inspiration. 
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5. (currently amended) The method according to claim 4- 28, wherein sm4 the therapeutic 
amount of pergolide condensation aerosol comprises between 0.01 mg and 2.5 mg of pergolide delivered 
in a single inspiration. 

6. (currently amended) The method according to claim 4- 29, wherein said the therapeutic 
amount of ropinerole condensation aerosol comprises between 0.02 mg and 4 mg of ropinerole delivered 
in a single inspiration. 

7. (currently amended) The method according to claim 4- 3^ wherein said the therapeutic 
amount of anamtadin e amantadine condensation aerosol comprises between 5 mg and 500 mg of 
anamtadine delivered in a single inspiration. 

8. (currently amended) The method according to claim 4- 3L wherein said the therapeutic 
amount of deprenyl condensation aerosol comprises between 0.5 mg and 12.5 mg of deprenyl delivered 
in a single inspiration. 

9. (currently amended) The method according to claim 2 J_, wherein s aid administration 
r e sults in a peak plasma drug concentration of said b e nzotropin e , p e rgolid e , ropin e rol e , anamtadin e or 
d e pr e nyl is reached in less than 0. 1 hours. 

10. (original) The method according to claim 1, wherein at least 50% by weight of the 
condensation aerosol is amorphous in form. 

1 1 . (currently amended) A method of administering b e nzotropin e , pergolid e , ropin e role, 
anamtadin e or d e pr e nyl a drug condensation aerosol to a patient to achi e v e a p e ak plasma drug 
conc e ntration rapidly, comprising administ e ring to th e pati e nt by inhalation^ 

wherein the drug is selected from the group consisting of benzotropine, pergolide, ropinerole, 
amantadine and deprenyl, and 

wherein the drug condensation aerosol is formed by heating a thin layer containing the drug, 
on a solid support, to produce a vapor of the drug, and condensing the vapor to form a condensation 
aerosol characterized by of benzotropin e , p e rgolid e , ropinerol e , anamtadin e or d e pr e nyl having l e ss than 
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5% b e nzotropin e , p e rgolid e , ropin e rol e , anamtadin e or d e pr e nyl 10% drug degradation products by 
weight, and an MMAD of less than 3 microns 5 microns, and 

wherein the peak plasma drug concentration is achi e ved reached in less than 0.1 hours. 

12. (currently amended) A kit for delivering a drug condensation aerosol comprising: 

a) a. a thin coating layer containing the drug, on a solid support, wherein the drug is selected 
from the group consisting of an benzotropine, pergolide, ropinerole, anamtadin e or amantadine and 
deprenyl composition , and 

b) b. a device for disp e nsing said thin coating as a providing the condensation aerosol^ 
wherein the condensation aerosol is formed by heating the thin layer to produce a vapor of the drug and 
condensing the vapor to form a condensation aerosol characterized by less than 10% drug degradation 
products by weight, and an MMAD of less than 5 microns . 

13. (currently amended) The kit of claim 12, wherein the device for disp e nsing said coating 
as a cond e nsation a e ro s ol comprises: 

(a) ^ a flow through enclosure containing the solid support , 

(b) contain e d within th e e nclosur e , a m e tal substrat e with a foil lik e s urfac e and having a 

thin coating of b e nzotropin e , p e rgolid e , ropin e role, anamtadin e or d e pr e nyl composition form e d on th e 
substrat e surfac e , 

(e) k a power source that can be activated to heat the substrat e to a t e mp e ratur e e ff e ctiv e to 
volatiliz e th e b e nzotropin e , p e rgolid e , ropin e rol e , anamtadin e or d e pr e nyl composition contained in said 
coating solid support , and 

(d) a inl e t and e xit portals at least one portal through which air can be drawn through said 
d e vice by inhalation, 

wherein h e ating th e substrat e by activation of the power source is effective to form a 
b e nzotropin e , pergolid e , ropin e rol e , anamtadin e or d e pr e nyl produce a vapor containing less than 5% 
b e nzotropin e , p e rgolid e , ropin e rol e , anamtadin e or d e pr e nyl d e gradation products, and drawing air 
through said chamb e r is e ff e ctiv e to condens e th e b e nzotropin e , p e rgolid e , ropin e rol e , anamtadin e or 
d e pr e nyl vapor to form a e rosol particl e s wh e r e in th e a e ro s ol has an MMAD of l e ss than 3 microns of the 
drug, and drawing air through the enclosure is effective to condense the vapor to form the condensation 
aerosol. 
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14. (currently amended) The kit according to claim 13, wherein the heat for heating the 
substrat e solid supp ort is generated by an exothermic chemical reaction. 

15. (currently amended) The kit according to claim 14, wherein $&4 the exothermic 
chemical reaction is oxidation of combustible materials. 

16. (currently amended) The kit according to claim 13, wherein the heat for heating the 
sub s trat e solid support is generated by passage of current through an electrical resistance element. 

17. (currently amended) The kit according to claim 13, wherein said sub s trate the solid 
support has a surface area dimensioned to accommodate a therapeutic dose of b e nzotropin e , p e rgolid e , 
ropin e rol e » anamtadin e or d e pr e nvl composition in said coating the drug . 

1 8. (currently amended) The kit according to claim 12, wh e r e in a p e ak wherein peak plasma 
concentration of b e nzotropin e , p e rgolid e , ropin e rol e , anamtadin e or d e pr e nyl is obtain e d the drug is 
reached in less than 0.1 hours aft e r d e liv e ry of cond e nsation a e rosol to th e pulmonary syst e m . 

19. (original) The kit of claim 12, further including instructions for use. 

20. (new) The method according to claim 1, wherein the condensation aerosol is 
characterized by an MMAD of 0.2 to 5 microns. 

21. (new) The method according to claim 2, wherein the condensation aerosol is 
characterized by an MMAD of 0.2 to 3 microns. 

22. (new) The method according to claim 1, wherein the condensation aerosol comprises at 
least 80% drug by weight. 

23. (new) The method according to claim 22, wherein the condensation aerosol comprises at 
least 95% drug by weight. 



Page 8 of 21 



Serial No. 10/816,407 

Amendment dated May 31, 2005 

Response to Office Action dated November 30, 2004 

24. (new) The method according to claim 1, wherein the thin layer comprises at least 80% 
drug by weight. 

25. (new) The method according to claim 24, wherein the thin layer comprises at least 95% 
drug by weight. 

26. (new) The method according to claim 1 , wherein the thin layer has a thickness between 
0.004 and 3 microns. 

27. (new) The method according to claim 1, wherein the drug is benzotropine. 

28. (new) The method according to claim 1, wherein the drug is pergolide. 

29. (new) The method according to claim 1, wherein the drug is ropinerole. 

30. (new) The method according to claim 1, wherein the drug is amantadine. 

3 1 . (new) The method according to claim 1 , wherein the drug is deprenyl. 

32. (new) The kit according to claim 12, wherein the condensation aerosol is characterized 
by an MMAD of less than 3 microns. 

33. (new) The kit according to claim 12, wherein the condensation aerosol is characterized 
by an MMAD of 0.2 to 5 microns. 

34. (new) The kit according to claim 32, wherein the condensation aerosol is characterized 
by an MMAD of 0.2 to 3 microns. 

35. (new) The kit according to claim 12, wherein the condensation aerosol comprises at 
least 80% drug by weight. 
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36. (new) The kit according to claim 35, wherein the condensation aerosol comprises at 
least 95% drug by weight. 

37. (new) The kit according to claim 12, wherein the thin layer comprises at least 80% drug 
by weight. 

38. (new) The kit according to claim 37, wherein the thin layer comprises at least 95% drug 
by weight. 

39. (new) The method according to claim 12, wherein the thin layer has a thickness between 
0.004 and 3 microns. 

40. (new) The kit according to claim 12, wherein the drug is benzotropine. 

41. (new) The kit according to claim 12, wherein the drug is pergolide. 

42. (new) The kit according to claim 12, wherein the drug is ropinerole. 

43. (new) The kit according to claim 12, wherein the drug is amantadine. 

44. (new) The kit according to claim 12, wherein the drug is deprenyl. 

45. (new) The kit according to claim 13, wherein the solid support has a surface to mass 
ratio of greater than 1 cm 2 per gram. 

46. (new) The kit according to claim 13, wherein the solid support has a surface to volume 
ratio of greater than 100 per meter. 

47. (new) The kit according to claim 13, wherein the solid support is a metal foil. 
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48. (new) The kit according to claim 47, wherein the metal foil has a thickness of less than 
0.25 mm. 
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